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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 13 March 2006 . 
2a)l3 This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1,18 and 20-41 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim{s) is/are allowed. 

6) ^ Claim(s) 1,18 and 20-41 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachnient(s) 

1 ) D Notice of References Cited (PTO-892) 4) □ Intervlev^^ Summary (PTO-41 3) 

2) □ Notice of Draftsperson*s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) 13 Infomiation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Infomnal Patent Application (PTO-152) 

Paper No(s)/Mail Date 7/14/03 & 3/27/06 . 6) □ Other: . 



U.S. Patent and Traderrark Office 
PTOL-326 (Rev. 7-05) 
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The amendment filed March 13, 2006 has been received and entered. Claims 1 
and 18 have been amended and claims 2-17 and 19 have been canceled. 

Claims 1, 18 and 20-41 are pending in tliis application. 

Terminal Disclaimer 
The tenninal disclaimer filed on March 13, 2006 disclaiming the terminal portion 
of any patent granted on this application which would extend beyond the expiration date 
of Serial No's. U.S. 5,795,909, U.S. 6,080,877 and U.S. 5,919,815 has been reviewed 
and is accepted. The terminal disclaimer has been recorded. In view of such, the 
Double Patenting rejections made in the office action dated September 9, 2006 are 
hereby withdrawn. 

Objection of claims 1 and 18 is withdrawn in view of the amendment to correct 
the spelling of cis-docosatiexaenoic acid. 

Rejection of claim 19 under 35 U.S.C. § 1 12 2"^ paragraph is withdrawn in view 
of the cancellation of claim 19. 

Rejection of claims 1-19 under 35 U.S.C. §1 03(a) over Katz at al. is withdrawn 
in view of the amendment and cancellation of claims 2-1 7 and 1 9. 

The Statutory Double Patenting Rejection of claims 1-4, 6, 18 and 19 is 
withdrawn in view of the amendment. 
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Claim Rej ctions - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 and 18 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described In the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Regents of the University of California v. Eli 
Lilly & Co., 119F.3d 1559, 1568 (Fed. Cir. 1997), cert. Denied, 523 U.S. 1089, 118 
S.Ct. 1548 (1980), holds that. An adequate written description required a precise 
definition, such as by structure, formula, chemical name or physical properties, "not a 
mere wish or plan for obtaining the claimed chemical invention." Eli Lilly, 1 19 F.Sd at 
1566. The Federal Circuit has adopted the standard set forth in the Patent and 
Trademark Office ("PTO") Guidelines for Examination of Patent Applications Under the 
35 U.S.C. §112 1 "Written Description" Requirement ("Guidelines"), 66 Fed. Reg. 1099 
(Jan. 5, 2001), which state that the written description requirement can be met by 
"showing that an invention is complete by disclosure of sufficiently detailed, relevant 
identifying characteristics, "including, inter alia, 'functional characteristics when coupled 
with a known or disclosed correlation between function and structure..." Enzo Biochem, 
Inc. V. Gen-Probe., 296 F.3d, 316, 1324-25 (Fed. Cir. 2002) (quoting Guidelines, 66 
Fed. Reg. At 1 106 (emphasis added)). Moreover, although Eli Lilly and Enzo were 
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decided within the factual context of DNA sequences, this does not preclude extending 
the reasoning of those cases to chemical structures in general. Univ. of Rochester v. 
G.D. Searle & Co., 249 F. Supp.2d 216. 225 (W.D.N.Y. 2003). 

There is insufficient descriptive support for the phrases "noncentral nervous 
system condition". In addition, the instant specification does not describe what is meant 
by the phrases "noncentral nervous system condition other than the "noncentral nervous 
system condition" of cancer. There is no evidence that there is any per se 
structure/function relationship between the "noncentral nervous system condition" other 
than those disclosed, namely, cancer. The instant specification does not provide an 
adequate written description for the "noncentral nervous system condition". 
Accordingly, these claims fail to comply with the written description requirement. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046. 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1,18 and 20-41 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-8 of U.S. Patent No. 
6,602,902. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the instant and conflicting claims recite substantially 
the same subject matter, differing only in the description of the particular components 
claimed. For instance, conflicting claim 1 requires the method for targeting a drug to a 
noncentral nervous system condition comprising administering a covalent conjugate of 
cis-docosahexaenoic acid and a pharmaceutical agent effective for treating said non- 
central nervous system condition. None of the instant claims recites the specific 
combination of cis-docosahexaenoic acid and vitamin d derivative as instantly claimed, 
but the conflicting claims are broadly inclusive thereof since the agents are not recited in 
the claims, but they are recited in the specification of the patent. It would have been 
obvious to anyone of ordinary skill in the art that the claims overlapped in scope in this 
manner. One skilled in the art would have been motivated to have interpreted the claims 
as broadly as is reasonable, and in doing so recognize that they are coextensive in 
scope and thus the proper subject of an obviousness-type double patenting rejection as 
outlined by In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). Disclaiming each 
one of the conflicting double patenting references is necessary to avoid the problem of 
dual ownership of patents to patentably indistinct inventions in the event that the patent 
issuing from the application being examined ceases to be commonly owned with any 
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one of the double patenting references that have issued or may issue as a patent. Note 
that 37 CFR 1 .31 (c)(3) requires that a temriinal disclaimer include a provision that any 
patent granted on that application or any patent subject to the reexamination proceeding 
shall be enforceable only for and during such period that said patent is commonly 
owned with the application or patent which formed the basis for the rejection. This 
requirement serves to avoid the potential for harassment of an accused infringer by 
multiple parties with patents covering the same patentable invention (37 CFR 1.601(n)). 
See, e.g.. In re Van Ornum, 686 F.2d 937, 944-48, 214 USPQ 761, 767*70 (CCPA 
1982). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly. THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Correspondenc 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Donna Jagoe whose telephone number is (571 ) 272- 
0576. The examiner can normally be reached on Monday through Thursday from 9:00 
A.M. - 3:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated infomiation 
system, call 800-786-9199 (IN USA OR CANADA) or 5717272->000. 



Donna Jagoe 
Patent Examiner 
Art Unit 1614 




June 7. 2006 




ARDIN H. MARSCHEL 
SUPERVISORY RKTENT EXAMINER 



